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Sir: 

Applicants request a pre-appeal brief review of the Final Office Action dated 
April 13, 2005 ("Final Office Action"). This Request is being filed concurrently with a Notice of 

Appeal. 

I. wnniroments F™ Submitting ? »^ A "" ea1 Brief Request for Review 

Applicants may request a pre-appeal brief review of rejections set forth in an Office 
Action if (1) the application has been at least twice rejected; (2) Applicants concurrently file the 
Request with a Notice of Appeal and prior to an Appeal Brief, and (3) Applicants submit a Prc- 
Appeal Brief Request for Review that is five (5) or less pages in length and sets forth legal or 
factual deficiencies in the rejections. See Official Gazette Notice, July 12, 2005. 
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Applicants have met each of these requirements and therefore request review of the 
Examiner's rejections in the Final Office Action for the reasons set forth below. The arguments 
raised below are not a comprehensive set of Applicants' objections to the Final Office Action, 
and Applicants reserve the right to raise additional arguments on appeal, including arguments 
that could have been raised here. 

n . Office Corned Clear Err *™ in Maintaining that Kelly '703 is Prior , Art 

The Office clearly erred in maintaining that Rule 1 32 declarations can only be submitted 
where the subject matter is "disclosed but not claimed" in the pending application and more 
specifically, in finding that Applicants' prior declaration did not remove Kelly '703 as prior art. 
Office Action at page 3. The Office cited M.P.E.P. § 715.01(a) and M.P.E.P. § 716.10 as 
support for its position. Applicants respectfully contend that the cited M.P.E.P. sections are 
incorrect as they do not reflect amendments to the rules made on September 20, 2000. 65 Fed. 
Reg. 57,024 (Sept 20, 2000) {See Exhibit A in Amendment After Final, filed October 1 2, 2005). 

While Section 1 .1 32 was expressly amended in September 2000, it does not appear that 
M P-E.P. Section 715.01(a) was ever amended to reflect the changes in Section 1.132. The first 
sentence of Section 715.01(a), in particular, reflects the language from the old version of Section 
1 .132, stating there are limitations on when a Rule 1 32 declaration can be used to overcome a 
rejection. M.P.E.P. § 715.01(a) at 700-243 ("When subject matter, disclosed but not claimed in a 
patent or application publication. . .."). However, it is clear that, based on the September 2000 
amendment, and regardless of the incorrect, limiting language of Section 715.01(a), a Rule 132 
declaration is entirely appropriate to address subject matter that is claimed in a patent or in an 
application. 65 Fed. Reg. 54,604, 54,640 (Sept. 8, 2000) (See Exhibit B in Amendment After 
Final, filed October 12, 2005). Indeed, the only limitation on submitting a Rule 132 declaration 
to overcome a prior art rejection is that the prior art not be the invention of another. Id. 

Accordingly, Applicants respectfully suggest that the M.P.E.P. section upon which the 
Office relies is outdated and incorrect. Under Section 1.132, as amended, Applicants submitted 
proper declarations that effectively removed Kelly '703 as prior art. 
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HI. Th c Office Did Not Establish a Prima Fac ie Case of Obviousness In Rejecting 
Claims 

The claims are rejected under 35 U.S.C. § 103(a) as unpatentable over Kelly "069 in view 
of Empie and Kelly '703. The Office had cited Kelly '703 as disclosing a method of treating 
osteoporosis by administering to a patient in need thereof a composition containing an effective 
amount (10:1 to 1 : 10) of formononetin and daidzein. However, as provided above, Kelly '703 
should be removed as prior art. Neither of the other recited references teaches or suggests "high 
proportions of formononetin." Indeed, both references expressly teach away from this concept. 
(See Applicants Amendment and Response mailed October 12, 2005.) Accordingly, the Office 
did not establish iprima facie case of obviousness in rejecting the claims and clearly erred in 
maintaining the rejection. 



IV. Conclusion 

Because the Examiner's rejection of the pending claims includes legal deficiencies, 
Applicants are entitled to a pre-appeal brief review of the Final Office Action. And based on the 
foregoing arguments, Applicants request that the rejection of these claims be withdrawn and the 
claims allowed. 

Respectfully submitted, 

FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 




Lauren L. Stevens 
Reg. No. 36,691 
Customer No. 22,852 
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